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REMARKS 

1. Inttoduction 

In response to the Office Action dated June 1, 2005, ckims 23, 41, 89, 106 and 123 have 
been amended and ckimsl 40-1 44 have been added. Ckims 23-58 and 83-144 remain in die 
application. Entry of these amendments, and re-considexatioa of the application, as amended, is 
requested. 

n. Claim Ametidrnfttifft 

Applicants' attorney has made amendments to the claims as indicated above. These 
amendments are fully supported by the specificadon as filed and inttoduce no new matter. 

III. Mon-Art Rejections 

On page (2) of the Office Action, claims 23, 41, 89, 106, and 123 were rejected under 35 
U.S.C. §112, second paragraph, as being indefinite, with tbe Patent Office asserdng that the term 
"compact'* does not provide any stractuial liimtadon to facilitate being canied by a user. 

While Applicants respectfully traverse this rejecdon because die disclosure (e.g. paragtaph 
[0004] of the specificadon) does allow artisans to understand the structural limitadons of diis tenn. 
Applicants have nonetheless amended claims 23, 41, 89, 106 and 123 to remove diis language and 
overcome this rejection. 

New dependent daims 140-143 have been added to encompass embodiments of the 
invention where a structural limitation that fiidlitates the invention being carded by a user is dearly 
redted. These embodiments are described in detail in U.S. Patent No. 6,554,798 (e.g. at column 32, 
lines 33-^4), a document whose contents were expressly incorporated by reference (e.g* in pazagiaph 
[0003] of die spedfication). For purposes of daticy and in accordance with the provisions of 
M.P.RP. 608.0l(p), the specification has been amended to indude the tnarerial incorporated by 
reference. 



rV. Prior Art Rejections 

On pages (2)-(4) of die Office Action, daims 23 and 41 were rejected under 35 U.S.C. 
§102(b) as being antidpated by Orkin et aL(Orkin), U.S. Patent No. 5,207,642. On pages (4)-(5) of 
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the Office Acrion, claims 24-40, 42-58, and 83-135 were rejected under 35 U.S.C. §l03(a) as being 
iwipatentable in view of the combination of Orkin, and/or Kems et aL (Kems), U.S. Patent No. 
4,756,706, Lebel et al. (Lebell), U.S, Patent No. 6,562,001, Lebel ct al- (Lebel2), U,S. Patent No. 
6,810^90, and Rodler, U.S. Patent No. 4,457,751. 

In the sections below. Applicants review the invention recited in the axnended claims and 
respond to the Examiner's rejecdons of the claims presented in Applicants' response to die last 
Of&ce Action* 

A. The Claimed Invention 

Applicants' specification teaches that embodiments of the invention are direaed to infusion 
systems and methods diat are used to deliver medicadon to a iisei: in precisely conctoDable manner, 
for example to deliver insulin to a individual who suffers &om diabetes. Such very precise drug 
delivery schemes can be crucial for the management of chronic diseases. For escample^ the 
adininistcadon of insulin in a manner that mimics the fluctuating levels this molecule that ate 
observed in healthy individuals (e.g. in re^onse to meals etc.) will significantly reduce the morbidity 
and mortality issues associated with this chronic disease. In diis context, embodiments of the 
inventbn redted in the amended daimed axe directed to optimised dierapeudc regimens, ones for 
example that allow diabetics to simultaneously administer insulin according to: (1) a first delivery 
profile such as one designed to mimic die physiological basal levels of insulin that are observed in 
vivo; and (2) a second delivery profile such as one designed to mimic the fluctuating levels of insulin 
that are observed in vivo in response to meals (e.g. a bolus) etc The invendon recited in the 
amended claims allows user to selecdvety control one or more of these simultaneous administcation 
profiles. 

In response to the outstanding office acdon the claims have been amended to deady redte 
diis system for delivering a medication^ one designed to simultaneously administer a dierapeutic 
molecules such as inmilin fi:om a sin^e medicadon reservoir according to a plurality of medication 
delivery profiles. In diis context, the claims farther redce a medication system diat indudes a 
plutaEty of suspend functions capable of separatdy suspending at least one of the plurality of 
medication delivery profiles so that a user can suspend a first delivery profile that delivers a 
medication &:om the medication reservoir to a user (e.g, a delivery profile such as a meal bolus) while 
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a second delivery profile continues to deliver a medicadon firom the mediiiation reservoir to a viser 
(e.g. a delivery profile such as a basal rate of administiarion). Such systems, which zillo>v die 
simultaneous delivery of a molecule such as insulm £com a single reservoir via multipk ddiveiy 
profiles provides significant health benefits to a user because they allow a user to administer a 
theiapeudc molecule such as insulin according to a schedule thai closely mimics the filuctuanng daily 
levels this molecule that are observed in hcaldiy individuals. 

B. Rejecdon under 35 U.S.C. Sl02(b) 

On page (3) of die Office Acdon, claims 23 and 41 were rqected under 35 U.S.C. p02(Jj) as 
being anddpated by Otkin et al, U.S. Patent No. 5,207,642 (Orkin). 

Applicants respectfully traverse this rejectbn because Orldn £ails to teach or suggest systems 
and/or mediods fbi delivering medicadon as recited in the amended claims, for citample a system 
that includes a control system having an algotitfam for controUiog medicadon delivery by the 
infusion pun^ so that a user can suspend a first deTivery profile that delivers a medicatton ftPm thq 
mfidifiap'on rese33LoitJX L ft J ^s . er . yrhile a ffe<;Qn4 delivery profile ey^TiTiTTTtf ,1 m ffetercr a mc^aripfl &Qm 
the medicadon reservoif to die user . Instead, Oikin merely teaches a medicadon delivery system in 
die form of a mobile hospital cart having a framework designed to accommodate banging IV bags 
filled with fluid medications. These hanging medicadon bags are coupled to tubes that are then 
controlled by dcctdcally actuated clamps or tubing occuldeis designed to modulate fluid flow. 
Because of the differences in the design of the system disclosed in Oddn, this reference fiiils to teach 
or suggest Applicants' invention, Le. a drug delivery system that includes a control system having an 
algorithm for controlling medicadon delivery^ one thai controls a singfle reservoir and is capable of 
delivering multiple medication profiles of die same medication at the same time from the same 
reservoir (i.e. as recited in the underlined text inmiediately above). In addition, Orkin fails not only 
to teach or suggest a system designed to deliver varying rates of the same medication at die same 
time but fiarther &ils to teach or suggest a system diat can also selectively suspend one or more of 
the plurality of medication delivery profiles according to physiological need (c.g. as recited in claim 
23). 

Because Orkin fails to teach or suggest a system designed to simultaneously deliver the same 
medication according to different drug delivery profiles (e.g. a basal and bolus profile), this reference 
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cannot anticipate the claimed invention. In addition, Otkin further fails to anticipate the invention 
recited in the amended claims because this reference further fails to teach or suggest a system 
designed co simultaneously deliver die same medication and, in addition, one that allows a user to 
selectively suspend one or more of these plmality of modicarion delivery profiles. For these reasons. 
Applicants respectfully request the withdrawal of the rejection under 35 U.S.C. §1 02(b). In 
particular, as noted for example in M.P.E.F. 2131, a claim is anticipated only if each and every 
clement as set forth in the claim is found in a single art reference. As Ockin fails to teach for 
example a system designed to simultaneously deEver a tnedieation from a medication reservoir to a 
user using to multiple delivery profiles, this disclosure cannot anticipate the claimed subject matter. 

In addition, a comparison of the System disclosed in Orkin and the claimed invention shows 
that substantial modifications arc required to tcozganissc die Otkin hanging IV cart system in a 
manner that would generate a system for deUveiing medication that includes a control system having 
an algoritilam for controlling medication delivery by the infusion pump so diat a user can suspend a 
first delivery profile that delivers a medication &om the medication reservoic to a user while a 
second delivery profile continues to deliver a medication from the medication reservoir to a user (if 
diis is even possible). However, Oddn flails to provide a teaching on how this would be 
accomplished or even a motivation to modify their system in this manner. Consequcndy, this 
reference cannot be used to render the claimed invention obvious. In particular, obviousness can 
only be established by combining, modifying the teaching of the pdor art to produce the claimed 
invention where there is some teaching, suggestion, or motivation to do so, M.P.RP, 2143.01, Its re 
Fine, 5 USPQ 2d 1596 (Fed. Cir. 1988). For this reason, Applicants respectfully request the 
withdrawal of tibe rejection under 35 U.S.C §l03(a). 

C. Rejections under 35 U.S.C. §l03(a) 

On page (4) of the Office Action, claims 24-40, 42-58 and 83-135 were rejected imder 35 
U.S.C, §t 03(a) as being unpatenuble over Orkin and/or Kerns ct aL, Cf.S. Parent No, 4.756,706 
(Kems) in view of Lcbel et al., U.S. Patent No, 6.562.001 (Lebcll), Lebel et aL, U.S, Patent No. 
6,810^90 (Lcbel2) and forrficr in view of Rodlcr, U.S. Patent No. 4.457.751 (Rodlet). 

Applicants respectfully traverse the rejection under 35 U.S.C, §103(a) as being unpatentable 
over Orkin for the reasons noted above. 
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Applicants respectfully tnivcirse die rejection under 35 §103 (a) as being unpatentable 

over Kerns becaiise this reference also fails to teach or suggest systems and/ or methods for 
delhrering medication as recited in the amended claims, for example a system that includes a control 
system having an algorithm for controlling medicadon delivery by the infusion pump so that a user 
can suspend a first delivery profile that dgJivcra a medication from die medicarion reservoir tn a uges 
x^UiU g ^^i^nd dglivoty profile continues to deliver a medicarion hcyzn the medicadon reservoir tn a 
user . 

Similar to the Orkin disclosure. Kerns merely teaches a medication delivifxy system in die 
form of a mobile hospital care having a fi^mewodc designed co accommodate hanging IV bags filled 
widi fluid mcdicadons. Kerns teaches a medicadon ddivciy system which udlizes hanging IV bags 
filled with fluid medicanons (see, e.g. cohunn 2, lines 45-48 and FIG. 1)- , In addidon. Kerns 
explicitly teaches that die invendon is a modular system in which die hanging IV bag$, pumps and 
monitoring modules can be sclecdvcly attached, both physically and elecrdcallya to a central 
management unit. This centcal management unit dien controls the internal setup of all modules 
attached to it, and receives and displays informadon firom them. Each of die modules is capable of 
being detached firom the central managetnent unit, and while so detached is capable of operating 
independendy for an extended period of dtnc. Sec, c«g. die Kerns spedficadon at column 1, lines 
40-50, 

like Orkin, Kerns diis reference fails to teach or suggest Applicants' invention, i.e. a drug 
delivery system that includes a control system having an algoridim for controlling medicadon 
delivery^ one that controls a single reservoir and is capable of delivering varying medicadon profiles 
of the same medicadon at die same time. In addidon. Kerns fails not only to teach or suggest a 
system designed co deliver varying rates of the same medicadon at the same time but also one that 
can selectively suspend one or more of die plurality of medicarion delivery profiles according to • 
physiological need (e.g. as recited in claim 23). Consetjuendy the Kems and Odon disclosures 
cannot alone, or in combination^ be used to generate the claimed invendon. 

In addition, a comparison of the system disclosed in Kems and the claimed invention shows 
that substantial modifications are requited to reoiganize die Kems IV cart system in a manner that 
would generate a sysrem for delivering medication that includes a control system having an 
algorithm for controlling medication delivery by the infusion pump so that a user can suspend a first 
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delivety profile that delivers a medication ficom the medication reservoir to a user while a second 
delivery profile continues to deliver a medication fitom the medication reservoir to a user (if iMs is 
even possible). However, Kerns fails to provide a teaching on how this would be accomplished or 
even a motivation to modify their system in this manner. Consequently, this refetence cannot be 
used to render the daimed invention obvious. In particular, obviousness can only be established by 
combining, modifying the teaching of the pnor art to produce the claimed invention where there is 
some teaching, suggestion, or motivation to do so. M.P-E.P. 2143.01, In re Fine, 5 USPQ 2d 1596 
^eA Cir. 198S). For this reason. Applicants respectfijUy request the withdrawal of the rejection 
under 35 U-S.C §103(a) in view of the Otkin and/or Kerns disclosures- 
Applicants rcspcct&lly traverse the rejection under 35 U.S.C- §l03(a) in view of the Qrkin 
and/oc Keens disclosures in combina.tion with Lebell, Lebel2 and !Rodler references because Lebell, 
Lebel2 and Rodler fail to remedy the deficiencies of die Orkin and Kcms references. In particular, 
like Odan, the Kerns, Lcbcll, Lcbel2 and Rodler references cither alone or in combination fiaiil to 
teach or suggest systems and/or meriiods for delivering medication as rcdted in die amended 
claims, for example a system that indudes a control system having an algorithm for controlling 
medication delivery by the infusion pump so that a user can suspend a first delivery profile that 
dehvets a medication firom the medication reservou; to a user while a second delivery pro£3e 
continues to deliver a medication from the medication reservoir to a user. A review of die Lcbell, 
LebeI2, and Rodler references shows that the disclosures in these patents fiul to overcome the 
defidendes in tlie Orkin and Kcms disdosurcs (which is understandable as they are dtcd by die 
Examiner merdy in view of die basal, square wave and dual wave profiles redied in the pending 
claims}. Consequendy, a combination of the disdosures in the Orion and/ or Kems in view of 
Lebell, Lebel2, and Rodler cannot be used to generate die daimed invention. For this reason^ 
Applicants respectfully request the wididrawal of the rejections under 35 U.S.C §1 03(a). 

Moreover, the various elements of Applicants' claimed invention together provide 
operational advantages over Orkin, Kems, Lebell, Lebel2, and Rodler. In addition. Applicants' 
invention solves problems not recognised by Orkin, Kems, Lebell, Lebel2, and Rodler. Thus, 
Applicants submit diat independent claims 23, 41, 89, 106, and 123 are allowable over Orkin, Kems, 
Lebdl, Lebd2, and Rodler. Further, dependent claims 24-40, 42-58, 83-88, 90-105, 107-122, and 
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124-139 are submitted to be allowable over Otkin, Kerns, Lebell, Lebel2, and Rodlcr in the same 
manner^ because they axe dependent on independent claims 23, 41, 89, 106, 123, respectively, and 
daias contain all tlie limitations of the independent claims. In addition, dependent claims 24-40, 42- 
58, 83-88, 90-105, 107-122, and 124-139 recite additional novel elements not shown by Orldn, 
Kerns, Lebell, Lebel2, and Rodlec 

V. Conclusion 

In view of the above, it is submitted diat this application is now in good otdex for aUowance 
and such allowance is respectfully solicited. Should the Escaminer believe minor matters stiU tmnain that 
can be resolved in a telephone interview, the HTraminer is urged to call Applicants' undetsi^ied 
attotn^. 

Respectfully dubmitted, 

GATES & COOPER LLP 
Attorneys for App]icant(s) 

Howard Hughes Center 

6701 Center Drive West, Suite 1050 



Date: October 3, 2005 



Los Angeles, California 90 
(310) 641-8797 
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